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S=Weight of sample in milligrams.

(3) Loss on drying. Proceed as directed
in § 436.200(b) of this chapter.

[40 FR 53997, Nov. 20, 1975, as amended at 50
FR 19921, May 13, 1985]

§ 455.185 Vancomycin hydrochloride
oral dosage forms.

§ 455.185a Vancomycin hydrochloride
for oral solution.

(a) Requirements for certification—(1)
Standards of identity, strength, quality,
and purity. Vancomycin hydrochloride
for oral solution is vancomycin hydro-
chloride packaged in a suitable dis-
pensing container. It may contain a
suitable stabilizing agent. Its potency
is satisfactory if it is not less than 90
percent and not more than 115 percent
of the number of grams of vancomycin
that it is represented to contain. Its
moisture content is not more than 5
percent. When reconstituted as di-
rected in the labeling, its pH is not less
than 2.5 and not more than 4.5. The
vancomycin hydrochloride used con-
forms to the standards prescribed by
§ 455.85.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for certification; samples.
In addition to complying with the re-
quirements of § 431.1 of this chapter,
each such request shall contain:

(i) Results of tests and assay on:
(a) The vancomycin hydrochloride

used in making the batch for potency,
moisture, pH, factor A content, and
identity.

(b) The batch for potency, moisture,
and pH.

(ii) Samples required:
(a) The vancomycin hydrochloride

used in making the batch: 12 packages,
each containing approximately 500 mil-
ligrams.

(b) The batch: A minimum of six im-
mediate containers.

(b) Tests and methods of assay—(1) Po-
tency. Proceed as directed in § 436.105 of
this chapter, preparing the sample for
assay as follows: Empty the contents
into an accurately measured volume of
distilled water as directed in the label-
ing of the drug. Further dilute an ali-
quot with 0.1M passium phosphate buff-
er, pH 4.5 (solution 4), to the reference

concentration of 10 micrograms of
vancomycin per milliliter (estimated).

(2) Moisture. Proceed as directed in
§ 436.201 of this chapter.

(3) pH. Proceed as directed in § 436.202
of this chapter, using the drug recon-
stituted as directed in the labeling.

[39 FR 19166, May 30, 1974, as amended at 50
FR 19921, May 13, 1985. Redesignated at 51 FR
22072, June 18, 1986, and amended at 59 FR
8399, Feb. 22, 1994]

§ 455.185b Vancomycin hydrochloride
capsules.

(a) Requirements for certification—(1)
Standards of identity, strength, quality,
and purity. Vancomycin hydrochloride
capsules contain vancomycin hydro-
chloride dispersed in polyethylene gly-
col. Each capsule contains either 125
milligrams or 250 milligrams of
vancomycin. Its potency is satisfactory
if it is not less than 90 percent and not
more than 115 percent of the number of
milligrams of vancomycin that it is
represented to contain. Its moisture is
not more than 8 percent. It passes the
dissolution test. The vancomycin hy-
drochloride used conforms to the
standards prescribed by § 455.85(a)(1).

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for certification; samples.
In addition to complying with the re-
quirements of § 431.1 of this chapter,
each such request shall contain:

(i) Results of tests and assays on:
(a) The vancomycin hydrochloride

used in making the batch for potency,
moisture, pH, factor A content, and
identity.

(b) The batch for potency, moisture,
and dissolution.

(ii) Samples, if required by the Direc-
tor, Center for Drug Evaluation and
Research:

(a) The vancomycin hydrochloride
used in making the batch: 12 packages,
each containing approximately 500 mil-
ligrams.

(b) The batch: A minimum of 100 cap-
sules.

(b) Tests and methods of assay—(1) Po-
tency. Proceed as directed in § 436.105 of
this chapter, preparing the sample for
assay as follows: Place a representative
number of capsules into a high-speed
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